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Keep your
equipment compliant.
We've got your back.

Stay audit-ready with trusted
requalification services

Compliance services

Compliance services are critical for labs in a regulated
environment. After equipment is initially qualified, ongoing
requalification services are required for it to remain compliant
throughout its life cycle. Requalification services provide a
systematic approach to help ensure lab equipment meets original
specifications and regulatory requirements. Requalification
encompasses operational qualification and also performance
testing (temperature mapping or cycle testing) for certain
equipment types.

Today’s growing regulatory pressures mean increased focus on
quality control and data integrity across regulated industries,
with agencies requiring ongoing evidence of equipment
compliance. According to United States Pharmacopeia (USP)
<1058>, users must maintain the equipment in a qualified state
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by routinely performing compliance services, like requalification
and performance testing, to ensure reliable, accurate, and
reproducible results. Working with with a trusted service

provider can help ensure that equipment consistently meets and
maintains compliance standards, minimizing the risk of regulatory
nonconformance.

As part of Thermo Fisher Scientific, Unity™ Lab Services offers
requalification for a range of equipment, including cold storage
(freezers, refrigerators), centrifuges, incubators, biological

safety cabinets, remote monitoring systems, and more. Our
requalification services help ensure you stay audit-ready and help
you to maximize the accuracy, reliability, and lifespan of your lab
equipment, as well as help reduce costs.
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Recommended compliance services throughout the equipment life cycle

Unity Lab Services can help support your lab compliance needs
from equipment purchase all the way to the end of the equipment’s
life cycle. We generally recommend installation and operational
qualification, calibration, and applicable performance tests at

the time of purchase. On an annual basis, you can arrange for
preventive maintenance (PM) and calibration services.

For the year 2 mark, we recommend performing a risk assessment
with your quality team to determine the appropriate frequency

Instrument purchase

Equipment life cycle

of requalification services for your lab equipment. Following your
risk assessment and considering the role of lab equipment in

a good practice (GxP) environment, you can schedule regular
requalification and performance testing services for the equipment,
as determined by your quality team. Please note that installation
and operational qualification, ideally along with preventive
maintenance and calibration, should be completed on lab
equipment before requalification services can be performed.
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Why choose Unity Lab Services for your requalification needs?

As the original equipment manufacturer, Thermo Fisher and the Unity Lab Services team
is able to consistently deliver a more complete and comprehensive result every time.
Our factory-trained FSEs have a thorough understanding of industry regulations and
standards, backed by a no-charge requalification guarantee:* if a key component fails
while under a qualifying service plan or warranty, we will requalify your equipment at no
charge to help ensure it maintains compliance.

Choose Unity Lab Services as your trusted service provider to help maintain regulatory

compliance and optimize the performance and lifespan of your equipment.

* Our no-charge requalification guarantee for laboratory equipment applies only to equipment under
a qualifying Unity Lab Services equipment service plan or warranty and includes requalification on
covered corrective maintenance repair at no additional charge. Terms and conditions apply.



unitylabservices

Ordering information

Please contact your service representative for more information about

the availability of services for your specific equipment in your location.

Basic functionality tests including: alerts

Cold storage

and alarms (door ajar, power failure, (freezers, 30178681
temperature), and backup system refrigerators)
check (if equipped). 1-point temperature
reference verification to a specified
tolerance. Incubators include CO, and Incubator 30178680
RH (if equipped).
Basic functionality tests including: rotor | Centrifuge standard | 30178682
selection, programs, end of cycle, lid
Requalification (RQ): Documented verification that open protection and alarm functions.
equipment (as installed) is operating as intended according to | Min/max speed, brief/extended time, Centrifuge plus 30178676
manufacturer’s specifications. Verifies important equipment temperature (refrigerated units only) for
functions and helps ensure that the equipment operates as up to 3 rotors.
expected by the manufacturer and conforms to standards and | Basic system functionality tests for up
requirements. to 15 sensors, including verification of
sensor view mode, alerts, and alarm Remote monitoring
) . 30178679
testing, power fail /network loss, user systems
access, escalation and notification, audit
trail and scheduled reporting.
Varies based on relevant certification
standard (NSF49/EN12469/DIN12480). Bioloaical safet
Examples: filter leakage, DEHS, air o9 Y 30178678
. : . cabinets
velocity, electrical safety, air-flow smoke
pattern, optional KI-DISCUS™ test.
RQ + Temperature mapping (TM): A mapping study that Cold storage
establishes the temperature distribution within the chamber (freezers, 30178677
belng mappfed and Iocates hot an‘d cold spots, which Basic functionality tests including: alerts refrigerators)
provides a view of the equipment’s performance. Temperature ) )
: ) . o and alarms (door ajar, power failure,
measurements will be performed in the air or with simulated
) . R temperature), and backup system
products loaded in a chamber, with a data collection interval ) ! ;
) ) check (if equipped). 1-point temperature
configurable to customer needs. The collected data provide PR o
L : : - reference verification to a specified
essential information, helping ensure all material is correctly . Incubator 30178683
e ) tolerance. Incubators include CO, and
stored within its labeled temperature range. TM includes one ) .
) RH (if equipped).
open door temperature recovery test, one power failure test,
minimum and maximum average values, a temperature graph
over time, and detailed reports that include raw probe data.
RQ + Cycle testing (CT): Point-in-time test that monitors Basic functlonallty tests including: r_otor Centrifuge standard | 30178674
. s . ) selection, programs, end of cycle, lid
a unit and a specified rotor at 2 predefined run cycles with . )
associated speed, time, and temperature (if applicable) set open protection and alarm functions.
’ ; Min/max speed, brief/extended time, Centrifuge plus 30178675

points. Testing demonstrates that a unit and specified rotor
can meet customer specifications.

temperature (refrigerated units only) for
up to 3 rotors.

Find out more at eu.fishersci.com/go/unitylabservices
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